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Prop 65 - Background

Proposition 65 voted into California law in 1986



Requires California to publish The Proposition 65 List that are a list of chemicals known to California to cause cancer or reproductive harm. 



OEHHA updates the list every time a determination is made that requires an addition, deletion or modification to the list, but the list must be updated on the web at least once a year. 



The list has grown to include approximately 900 chemicals since it was first published in 1987.



The list includes additives or ingredients in pesticides, common household products, food, drugs, dyes, or solvents. Listed chemicals may also be used in manufacturing and construction, or they may be byproducts of chemical processes, such as motor vehicle exhaust. https://oehha.ca.gov/proposition-65/proposition-65-list/
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Goodis, Michael (GM) - should include description of source of list

Holloman, Rachel (HR) - I have include the source in the last bullet.

Goodis, Michael (GM) - just several?  we should be more specific which ones

Holloman, Rachel (HR) - I will do a page on the count but need to make sure we can get an accurate count first.

Holloman, Rachel (HR) - There is now a separate page for this information.

Holloman, Rachel (HR) - Mike, Based on our conversation today, I wll delete the page on the count.

Koch, Erin (KE) - OEHHA's website just says cancer or reproductive toxicity.  Maybe stick with that?

Holloman, Rachel (HR) - Change has been made. I removed birth defects.

Koch, Erin (KE) - Via authoratative bodies is only one of four ways chemicals get on the list.  Be clear that this is only an example.

Holloman, Rachel (HR) - Thanks! I made the correction.

Davis, Donna (DD) - I am wondering if Nancy will want to know more about the list; things like how often is it updated, and how is it shared with the public, and how many/which chemicals are on the list.

Holloman, Rachel (HR) - OEHHA updates the list everytime a determination is made that requires an additiomn, deletion or modification to the list.

Davis, Donna (DD) - its there a simple way to show all four ways.  I think the focus on the main way is good, but wonder if she will be curious about the other ways.

Holloman, Rachel (HR) - Added another page to include this information.

Davis, Donna (DD) - Is this a comprehensive list of all organziations that have been designated, or are there any others?

Holloman, Rachel (HR) - This is a comprehesive list.

How does a chemical get on the list?



There are four ways a chemical gets listed: 

Labor Code section 6382(b)(1) incorporates chemicals identified by the World Health Organization’s International Agency for Research on Cancer (IARC) as causing cancer in humans or laboratory animals.

State’s Qualified Experts consist of two independent committees: the Carcinogen Identification Committee (CIC) and the Developmental and Reproductive Toxicant Identification Committee (DARTIC)  that meet at least once each year. 

Authoritative Bodies (AB): OEHHA has a list of organizations that have been designated as AB: 

US Environmental Protection Agency, 	

US Food and Drug Administration (US FDA), 

National Institute for Occupational Safety and Health, 

National Toxicology Program of the US Department of Health and Human Services, and 

IARC 

Formally Required to be Labeled: If an agency of the state or federal government requires that a chemical be labeled or identified as causing cancer or birth defects or other reproductive harm, it will be added to the list. Most chemicals listed in this manner are prescription drugs that are required by the US FDA to contain warnings relating to cancer or birth defects or other reproductive harm.



Pesticides typically get listed through a State Qualified Expert or Authoritative Bodies. 
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Business Requirements

Businesses with 10 or more employees are required to provide a "clear and reasonable" warning before knowingly and intentionally exposing anyone to a listed chemical, unless the business can show that the anticipated exposure level will not pose a significant risk of cancer or is significantly below levels observed to cause birth defects or other reproductive harm.



Consumer Products Exposure Warnings Must be Prominently Displayed (California Code of Regulations Title 27 § 25600, et seq.) 

This warning can be given in several ways, such as by labeling, labels, shelf signs or tags, and warning language for products sold on the internet. When making an electronic purchase, the device or process should automatically provide the warning prior to ordering the purchase of a consumer product.



The purchaser should not have to seek out the warning.
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Koch, Erin (KE) - 

Koch, Erin (KE) - I've added this slide.  I think it is important to explain that companies also have an option to prove their products don't contain the chemicals at relevant levels for the warning.  This text is directly from OEHHA's site.  Feel free to reformat it.

Davis, Donna (DD) - Do we know if companies actually do an exposure assessment to support not listing, or do they just accept the listing.  So in theory, nothing that has an EPA registration should have to be listed because we always make sure that the anticipated exposure levels do pose a risk...interesting language

Holloman, Rachel (HR) - This would be a good question for OEHHA at our next meeting. I don't believe that conpanies are given an opportunity to dispute unless they go to court. We couls also ask this of OEHHA.  I would also be interested in the frequency of law suits by companies.

Business Requirements (cont.)

The requirement to provide warnings takes effect one year after a chemical is added to the list.



Proposition 65 also prohibits companies that do business within California from knowingly discharging listed chemicals into sources of drinking water. Once a chemical is listed, businesses have 20 months to comply with the discharge prohibition.



More information about Prop 65 can be found at https://oehha.ca.gov/proposition-65/about-proposition-65.
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Koch, Erin (KE) - 

Koch, Erin (KE) - With my addition of the previous slide, I woudl remove this first bullet.  Just explain the regulation.

Holloman, Rachel (HR) - Removed

Koch, Erin (KE) - This is the proper citation.  You can't just use the section number.  I'm using 25600, et seq becauset there are several regulations relevant here.  25603.1 was repealed as of today.  looks like the new reg on methods of warning is 25602 and I don't see newspaper as an option, so strike that.  And I'm not sure what you mean by distributing notices.

Holloman, Rachel (HR) - done

Koch, Erin (KE) - Rather than saying this, how about "Companies have stated that their preferred method of compliance is through labeling because retailers won't allow point-of-sale postings."

Holloman, Rachel (HR) - Removed - Already on next page

State Preemption under FIFRA

FIFRA 24(b) prevents States from imposing or continuing in effect any requirements for Federal labeling or packaging in addition to or different from those required under this Act.



This preemption means that California cannot require pesticide registrants to put Prop 65 statements on Federal labels.



Companies have stated that their preferred method of compliance is through labeling.  
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Koch, Erin (KE) - I changed the title and rearranged the slide

Davis, Donna (DD) - from my prior comment.  I think you need to lay out for Nancy and co. why we allowed this before, and why we are revisiting it now.  Did this just come up because of glyphosate the fear that these statements are false and misleading, or is there something triggering alot more that have now also tripped on a resource issue?  I think you have to lay the groundwork for why you want to change what you have been doing in allowing these.  Also note how long its been that we are now holding them, and a sense of the numbers of actions we are holding.

Holloman, Rachel (HR) - In addition to the court finding glyphosate statement false and misleading, OEHHA is changing the language on the label causing more request to come in when we do not have the resources to complete the required PRIA actions that are here.on time.

Davis, Donna (DD) - So should we be clear this applies to the Federal label.  Could a state approve a state label that is more restrictive than the federal label?

Holloman, Rachel (HR) - Yes

Davis, Donna (DD) - I added "Federal", if that's not correct, you can take it out.

Holloman, Rachel (HR) - Its fine.

Davis, Donna (DD) - You seem to say this in the prior slide too.  Maybe delete this from the prior slide, and include the litigation concerns of the registrant here too.

Holloman, Rachel (HR) - I am reordiing slides and removing duplicative statements.

Registrant Challenges in Making Warning Known

Any citizen may file a law suite against a company for failure to comply with Prop 65 requirements.



A representative from the Western Plant Health association said it cost registrants about $40,000 or greater to defend such suits even if no violation is found.



Some retailers are refusing to post signs at the point of sale.



Internet sales make Prop 65 warning statements known to anyone in the world buying the product.
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Goodis, Michael (GM) - 

Koch, Erin (KE) - made some edits here.

Koch, Erin (KE) - change this to "...can sue a company for failure to comply with Prop 65 requirements."  One option for compliance is showing your product is under the safe level.  I don't know that a citizen can sue if the company has alreayd proven that.

Holloman, Rachel (HR) - We can ask OEHHA at the next scheduled meeting.

Current Label Language

EPA has been allowing Prop 65 statements on EPA labels for years.

Current Consumer Products Exposure Warnings



1.For consumer products that contain a chemical known to the state to  cause cancer:  



	"WARNING: This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause cancer. For more information go to www.P65Warnings.ca.gov.



2.For consumer products that contain a chemical known to the state to cause reproductive toxicity: 



	"WARNING: This product can expose you to chemicals including [name of one or more chemicals], which is [are] known to the State of California to cause birth defects or other reproductive harm. For more information go to www.P65Warnings.ca.gov." 
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Goodis, Michael (GM) - what specific statement have we been approving?  How many products?

Holloman, Rachel (HR) - We do not know all the variations of the Prop 65 language used on the labels. California nor EPA counts the number of labels with these statements. I have include a sample statement on this page.

Goodis, Michael (GM) - cite the regulation

Holloman, Rachel (HR) - done

Goodis, Michael (GM) - also include recent court jury decision

Koch, Erin (KE) - I think this citation is now wrong.  I"d just cut it.

Holloman, Rachel (HR) - done

Koch, Erin (KE) - This is the language operative today.

Holloman, Rachel (HR) - Yes

Koch, Erin (KE) - This is the language operative today.

Holloman, Rachel (HR) - Yes

Davis, Donna (DD) - Do we want to say something about why we allowed the statements, and what has changed now that it is a problem?

Holloman, Rachel (HR) - We do not know how or when EPA stared allowing Prop 65 on the label.

OEHHA’s New Changes to Prop 65

On August 30, 2018, OEHHA announced new changes to Prop 65 warning content for consumer products. 

In order not to cause consumers confusion with EPA’s precautionary statement signal words which can be “Danger”, “Warning” or “Caution”, OEHHA proposed using “Attention” or “Notice” instead warning for the Prop 65 statement.

This propose language is consistent with the guidance in EPA’s Pesticide Label Review manual.

New statement:

Attention: This product can expose you to chemicals including thiophanate methyl, which is known to the State of California to cause birth defects or other reproductive harm. For more information, visit www.P65Warnings.ca.gov            
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Goodis, Michael (GM) - I think this topic is still worth inlcuding for full disclosure but more background on what it is and why not the same as Prop 65.

Holloman, Rachel (HR) - More background was added.

Koch, Erin (KE) - 

Koch, Erin (KE) - Update this.  According to the regs I was led to from their website, the new language is operational today.

Davis, Donna (DD) - Ah, this is why the resource issue, so OEHHA changed the warning content, and now we are getting flooded with labels.  I would fold this in with a discussion of why we are revisiting our old pratice of allowing Prop 65 warnings, and add in the lawsuit piece and that tells the story of why we are having second thoughts.

OEHHA’s New Changes to Prop 65 (cont.)

Companies have a year to comply and include the new language on their State labels. 



The change in language resulted in submission to EPA of new actions to put the new language on the Federal label.



EPA does not like the use of the symbol on the label associated with Prop 65 or the use of the chemical name in the warning.

OEHHA’s survey showed that Californians want the chemical name in the warning.

EPA is concern that the chemical could be an inert, and

That the statement maybe false and misleading
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Koch, Erin (KE) - Update.  Not sure you need to explain the comment on their rule if it is already effective.

Holloman, Rachel (HR) - Deleted

Davis, Donna (DD) - revised; see if you are ok with this.

Davis, Donna (DD) - what year?  2018?

Davis, Donna (DD) - added "state" and federal in here for clarity

Davis, Donna (DD) - 

Davis, Donna (DD) - Added this last bullet, it needs work, but I really think the slides on the litigation and the new language need to be earlier in the flow, so understand why we are on hold and why we want to look at the issue more closely.

Recent Court Cases

In February 2018, a federal judge from the U.S. District Court of Eastern California:

Enjoined California from enforcing its Prop 65 warning requirements for products containing glyphosate.

The decision was based on the finding that the warning is false or misleading given disagreement in the scientific community.

This case was filed against California by various grower groups and Monsanto

In August, a California jury found Monsanto liable for a school groundkeeper’s non-Hodgkin’s lymphoma after he had applied Roundup and Ranger Pro (both contain glyphosate) for years.
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Koch, Erin (KE) - I revised the text.

Holloman, Rachel (HR) - Thanks!

Davis, Donna (DD) - I almost feel this slide needs to be moved up and be with the slide saying what's changed and why we are looking at this issue.

Holloman, Rachel (HR) - Will do

What is EPA  and Cal-DPR doing with current request?

Prior to January 2018, EPA stopped processing Prop 65 actions

We are currently holding 80 actions in RD and 12 actions in AD

OEHHA list EPA as the Authoritative Body on a determination for 20 of those actions

Cal-DPR is not putting Prop 65 new language on the State labels unless the company can show that EPA has approved it on the Federal label.

While EPA considers the path forward in light of litigation and resource concerns, EPA is not taking action on requests for Prop 65 label language revisions or new Prop 65 label warning statement requests.
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Goodis, Michael (GM) - we should inlcude a slide on the comments received on this issue - CLA/RISE/others. Some were legal arguements so OGC's take on it would be helpful.

Holloman, Rachel (HR) - It is implemented now.and it maybe no longer needed.

Koch, Erin (KE) - What do you mean by source of determination?

Holloman, Rachel (HR) - Authoritative Body

Davis, Donna (DD) - This should go earlier, and is what I was talking about when I said we should lay out the problem first, then dive into solutions.

How does this state requirement impact EPA?

Impact on EPA includes: 

EPA does not always agree with OEHHA listing of specific chemicals on the Prop 65 chemical list

The Prop 65 warning statement could be false or misleading based on EPA's understanding of the science.

Resources: OPP is having trouble meeting its PRIA and FIFRA obligations.

OEHHA has changed the language required on the label. All consumer labels with Prop 65 must change their labels within one year. 

Work involved: The reviewer verifies the language in the statement to see if it is acceptable language.  For all changes to the label, the EPA reviewer compares it against the last approved label to see if there are any other changes made to the label. The Team Leader must review before the label can be stamped approved.   
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Goodis, Michael (GM) - also include request for non-pesticide notifications- wood dust.  also as noted in recent meeting, expectation that registratns will add Prop 65 when need required.

Koch, Erin (KE) - added text.

Koch, Erin (KE) - I'm not sure what the point of this is.  THere are lots of parts of labels that aren't required.  This slide is about impacts, so if you want to say something about this explain how it is an impact.  But be careful not to suggest that all non-FIFRA information shouldn't be allowed.  Trying to do that woudl raise first amendment concerns.

Holloman, Rachel (HR) - I removed the statement.

Koch, Erin (KE) - Explain what is needed to be done for a label amendment just to add Prop 65.  Do you check whether it is correct or not, or is it more of a rubber stamp.

Koch, Erin (KE) - This bullet doesn't convey anything to me different from the rest of the slide.  I think you are trying to get at Mike's comment that sometimes the Prop 65 warning is related to inert ingredients rather than actives.  But that doesn't come across.  And OPP shoudl be assessing the risks and benefits of the whole product, so in a case where an inert caused a risk we agreed with, its not something EPA can ignore, so be careful not to imply you don't care about non-active ingredients.

Holloman, Rachel (HR) - I added the statement about wood dust in mulch product that has pesticides.

Davis, Donna (DD) - Is this bullet correct, should it be that EPA does not always agree with the listing of specific chemicals. "statements on the list" is throwing me.

Holloman, Rachel (HR) - done

Davis, Donna (DD) - 

Davis, Donna (DD) - I see Erin's comment.  I'd break out a separate bullet that say the Prop 65 warning statement could be based on an inert ingredient, which is not listed on a pesticide label, so consumers could assume that the statement applies to the active, which would be false and misleading as well. "  That way you get the two points across; blended together they are hard to follow.

Davis, Donna (DD) - So here is why I think you need a slide on "what's changed".  Because we have been doing them for years, so why is resources a problem now.  I know that we have resource constraints, but do we expect a huge glut of these for a reason, and would be ill equipped to handle them.  I think that this should be more about the fact that glyphosate highlighted the false and misleading piece and that's why we are reconsidering.  You could certainly add in concerns about statements unrelated to the active creaping onto the label, and I would reiterate that we have no obligation to put these on the federal label, and that they do take resrouces, and then that this might be the start of the slippery slope.  Let me know if you want me to take a run at re-fashioning this slide.

How does this state requirement impact EPA? (cont.)

Pesticide is not the reason needing Prop 65 statement.

Could be driven by an inert ingredient.  The Agency does not require inerts to be disclosed, yet the new wording for Prop 65 requires the chemical name to be in the warning. 



Wood dust is on the Prop 65 list for cancer. If a mulch product has pesticides in the product, the Prop 65 statement has to be approved by the Agency for wood dust which is not regulated by the Agency. 

Concern other states may want to add state specific requirements.
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State – EPA Interactions
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Davis, Donna (DD) - I would add a slide to talk about our interactions and attempts to dicuss with our state co-regulators.

Potential Solutions

Do Not Allow Prop65 Warning Statements on Federal Labels

Pros

For EPA, there would be no concerns about false and misleading statements associated with PROP 65 statement on the label.

For EPA, there would be no resources put towards this state specific effort.  Previously approved warnings would be removed when labels come in for other action or are revised under registration review.

Cons 

For California citizens who want the Prop 65 warnings available, it would be harder to find.

Cal-DPR would also not be able to put it on the state label.

Retailers in big box stores are not allowing the statements at the point of sale.
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Goodis, Michael (GM) - would not say this; pre-decisional

Holloman, Rachel (HR) - I removed the state that it is best for the agency to not have it on the label

Goodis, Michael (GM) - rephrase please- hard ot follow

Goodis, Michael (GM) - what about the cons?  Retailers refusing to post notifications etc.

Goodis, Michael (GM) - I think we need to structure this paper first based on whether or not to include on label.  This speaks to how if it is to be on the label.

Holloman, Rachel (HR) - This just list the options we discussed.  So others can make an informed decision.  Please let me know if EPA will not be exploring any options with Prop 65 on the label.

Goodis, Michael (GM) - CA would not be putting the language on label

Holloman, Rachel (HR) - As a non-notificaion, CA could put it on the label without our review only if we allowed.

Davis, Donna (DD) - Does that change work for this bullet

Davis, Donna (DD) - 

Davis, Donna (DD) - I'm not sure I agree with this.  If its at the point of sale, it is easy to find.  I don't know that this is a problem for citizens,because the need to notify is there, its really the registrants that would have the issue isn't it?  And the retailers who don't want to do it.  I'm not sure it not being on the state label is a problem, its really a problem because it forces notification on other parties.

Davis, Donna (DD) - 

Davis, Donna (DD) - I don't understand this bullet

Potential Solutions (cont.)

Allow Prop 65 Warning Statements on EPA Labels through a Non-Notification Process



Pros

It gets EPA out of doing any work.  

A non-notification would not present the concern of false and misleading when based on EPA review(s).  The Proposition 65 List

Cons

label language put on by California could be false and misleading.  
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Potential Solution (cont.)

Disclaimer - State box on label/wording (EPA)



EPA has not reviewed the information in this box.



Disclaimer language must not be false or misleading. 

 

Referring people to OEHHA’s Prop 65 website maybe acceptable. 

Attention: This product can expose you to a chemical which is known to the State of California to cause [blank].  For more information go to www.P65Warnings.ca.gov
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Goodis, Michael (GM) - again this phrase is pre-decisional.  Should jsut lay out the pros/cons.

Goodis, Michael (GM) - I think we need to change some of the options the way they are presented here such as including the short format with a link to the CA website.

Holloman, Rachel (HR) - added

Davis, Donna (DD) - So I would make each of these options a single slide and flesh them out a bit more.  I'd share the states reaction.  I'd start with the status quo, and move through the options to end with not allowing language at all.

Davis, Donna (DD) - What about an option that allows for inclusion by non notification only for chemicals using the EPA's RA as the guideline for listing -= which by the way is a little strange because our risk assessments identify carcinogenicity and repro effects, but if we allow somethign to be added new or do a reevaluation, they have to make a safety finding, and as such wouldn't need to be on the list....

Potential Solution (cont.)
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Status Quo.



Con:

This does not work for EPA because of resource, potential approval of false and misleading language on the label.



Other States may start similar initiatives



OEHHA at any time can make changes to their laws that require EPA to spend more resources by reviewing new revised language on the labels.

Pros:

OEHHA can continue to operate the same.





Recommendation

California can process as a non-notification with a disclaimer that this is a State requirement:

Only labels that use EPA as the Authoritative Body can have Prop 65 statement on label through non-notification, and 

The Prop 65 statement must list a threshold based on EPA’s risk assessments.

Labels where something other than the pesticide or inert in a product triggers the Prop 65 statement on the label (treated articles/wood dust). 



New Prop 65 language:

Attention: This product can expose you to a chemical that is known to the State of California to cause [blank].  For more information go to www.P65Warnings.ca.gov

Problem Californians want the chemical listed. 

Problem for EPA is the chemical maybe an inert. 



When these labels come back in as an amendment, EPA will have to review and verify statements accuracy unless it is in a disclosure box.
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Koch, Erin (KE) - Change this to be clear that putting them on the label is a policy choice.  It woudl never be a must.

Holloman, Rachel (HR) - changed

Koch, Erin (KE) - Not sure I understand this option.  Are you saying that if EPA wasn't the authoritative body leading the chemical to be on the list, then registrants woudl have to come in for amendments?  This seems very complicated and hard to implement.

Koch, Erin (KE) - I cannot imagine a case where the prop 65 warning is not based on a chemical.  Wood dust, for instance, is a chemical and is one of the inerts in treat mulch.

Koch, Erin (KE) - Which labels?  You already have some coming in as amendments if they aren't based on an EPA finding.

Davis, Donna (DD) - This doesn't really seem like a recommendation slide.  Do we want to tee this slide up to ask that Nancy and co. make a recommendation, or is the program making a recommendation, in which case we should be clear.  This is really confusing to me.

Holloman, Rachel (HR) - Made changes.  I am not sure that the las bullet will be easy for RD staff.
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